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TYi ifrsnr tiutt WR4 
(rjrn^T fr»TPT ) 

nf fr*pr, fi f-r, i 988 

ufaWF 

jrr.tpT fir esi(rr).—rft'rfir nrofl fim, 

i 94 s t 4 ifrc nrim % f°r T tFttt hh 9 m, 

sftnftr sfrr jaranr nroifV wfefim, 1940 (1940 w 23) 

9TTT 12 rfr* OTTT 3 3 iFV rrtWT^'TR, ^TR % *s(+*'V 

rftr vf'ir- Ttr'V', (r3T*«4 7V r fioTT'T) Tf wFtr^-ir 

^ ni.’PT fir 849 (n), 12 1987 % vreft^T, 

^nn %Tms, wram, *tft 2 , 3 , mtr (i) Trtta 

12 WtffTi 198 7 it -1* |iv|-f ftliff 44T 5 TT fjf'Tit "M *T<ff 

If, W Sift* it f^f TF4 Wfinpr-Tr 4r7 TfT^ Vt 

^Frut 'jpftt tt OTqror tit *r$ > 4 t, nra ftv sSr *w£r # 

% 35 w#t tftr 4rr>T 47 7, Fsrrfr otY irorfV^r 

fM «£t dnrtm *ff 1 

fl>-r 4T4 mm JO *TfJCr, .'!« 43 444T Tt TT^'J 
SrTt fart rt3T ’TT, 


WT STITT firrtff % 4f 7 4 =TTtf JTpir'T 31 4ST3 nffpri 
% !TF=r |rr f, 

nT, m, %nft<r *rrvF, ntTfa tV 33134 nritfl - Iwfafiprtr, 

1940(1940 43 2l) it tJPT 12 StVv; tJTTl 33 3T7T Him 
Wlf®PT*ff 93 3q'nr 474* 77, «fWb ’Thrift 3W4TIT sttj i* 
TTnpt 4rpt % rftofir ?iV arm ^rmfV firqrr, 1945 

tt nh: *jfnn to- %■ %7 f^Tpr jrttT _ 

1 ( 1 ) 13 fawf tv tRht 3f3 nWfh swrerr nrmft 

('TTM'Tf 4i«i)lH) fwr, 1988 £ I 

( 2 ) 3 TnrTTif 317, ITT 17" % 7>1J Tf 3TfT I 

■ 2 . tfrrfa uV 397^ nnnft Ftt^, 1945 #,— 

( 47 ) 2 % ITT ( 3 ) if, 

“fV-ti r irF'^TT T' %■ orsiTij fv^TfirfisTT ^ftrr Tnrnrr, 

m \\:— 

"(3it Ft^ wttT'T v, rmm. fq-Fr^rfr? 

SPW1 T^lTOTT 71414 4f fv74r ?T?7 3 vFvt 4.‘ 41*1 

fTirr 4 31 tft) l” 
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(*sr) from 01 Jr, "feqr toto" wro, toO titto N 

% wi 8R 

"ftTO >tptt to OTlfR fern toto" nro tot tott i 

(n) faOT 127 if, TRfaOT (l) % PTR ( 2 ) *r,"£TO?TPTT 

OfttiOT)” dt®t % tow( SrfTT” totottoFe! stw 

%TO “FirTTrr 

(t) Pm 142 % tor if. fafTfawT t^p ifur Tp-nrc 
“TOi'fa; :— 

""R^r tor (pt) wIt (r) Tr^T T fa fa tW Sr wfa tot 
torM toot nfv-rr Sr otj; 5(far wit tort $■ 
fipfr fafrorfar skt tit tor mfa wNtSr'a' it;? ^fa -3ft wprjrm 
srrfamff TOtfafatr «r”; 

(*0 from its % toj (-i) ir, faTOffafaT tot Sr ^tir 

TORTO, TOlfa; :~ 

J I$ wV % TOOTf <6? wr if ?OTT Tt OTOTP 
sft ROT, TORT ^ fafanW W W lik irf ott”; 

(t) tofjto' ’V’ Sr,— 

(i) RtTOT .'.opt Sr, to 2 % tott^ fwfafacT TOTR-friTT 
fron torto, ■- - 

" 3 . f*m ffafr rot svfifR % ^urm ttrot if fpTO 
TOOT, (rot TOfTT TO TOT) "l 

(ii) TOT 21W if, TO! 2 % WOTf fTTOWfapT TOTRTOfaT 
frorr R'ppTfi TOifa - 

‘fa-TO f-m fipfft ROT britt % OTOTP Rijjfifai Sr fTORT 

toot (toot ®rTrj to tit) ”1 

(lii) JTOT no €1 TOf (o) if, faOTT TOl (t) ®p wtr 
TO, faTOfafijT W TOOT, TOlfa; :— 

“(R) TOjfa PTtr OTTTffaT ^R tour" 1 

[d. TOfTT -11 0 1 3 /ft/3 5-^t OT Rtf lip TO RT R] 

OT.Rf. ^tottot, rrttrNr 

faror :-- i-s-1979 to OTTTufrfaT wfafa wir ottot totri 
Not, 19 48, TOTTOR wkt RKTi't TOOT TORTWl 

(trrTOT Not) % sttowr if totFot ft, fartrif 
wkfa wfa trippi TOOT wfafaOT wit fa w (fa Vi 
affOT OTP-61) ft I TOTOTI^ TOT faOTf TO TORT S 
TOW, TOP! 2 RTR 3 ( 1 ') if TOrfffT faTOfab i 
wftrRXOT? ffTTT TOfOT fam OTT wfa -- 

1. TO.TO.fa. 1241 TOTfar 6-10-79 
2- TO.TO.fa. 1242 TOtfiJ 6-10-79 
3. TO.TO.fa. 1243 TOtW 6-10-79 
A- TO.TO.fa, 1261 TO^fU 12-10-79 

5. TO.TO.fa. 430 TOtta 19-4-80 

6. TO,TO.fa. 779 TOtfar 28-7-30 

7. TO.TO.fa. 54 o(*T) TOtfa 22-9-80 

8. TO.TO.fa. 88o(w) TOtlH 5-12-80 

9. TO,TO.fa. 58l(3!) TOtfiT 5-12-80 

10. TO.TO.fa. 632(77) TOTfaf 5-12-80 

11. TO.TO.fa. 27(V) Tltb- 17-1-8’ 


12- TO.TO.fa. 478(tf) TOTfaT 6-8-81 

13. TO.TO.fa, 62 (t) TftftJ 1 5-2-8 2 

14- TO,TO.fa. 462(W) TlViTO 22-6-83 

15. TO.TO.fa. 510(w) TOfoT 26-7-32 

16. TO.TO,fa. 13(W) TOtkT 7-1-33 

17. TO.TO.fa. 3 18(W) TOfpT 1-5-84 

18. TO.TO.fa 331 (w) TRW 3-5-34 

19. TO.TO.fa. 460(tl) TOtflff 30-6-84 

20. TO.TO.fa. 487(W) TOtfaT 3-7-85 

21. TO.TO,fa. 89(w) TlVb- 16-2-85 

22. TO.TO,fa. 783(tl) TRW 10-10-85 

23. TO.TO.fa. 17(W) TOtfaT 7-1-36 

24- TO.TO.fa. 1049(w) TRfUT 29-8-86 

25. TO.TO.fa. lOCO(tr) TftfiT 5-9-36 

26 TO.TO.fa. 1115(W) TOtfOT 30-9-38 

27. TO.TO.fa. 7l(fl) RRfaj 20-1-37 

28. TO.TO.fa. 570(5T) TOTfal 12-6-87 

29. TO.TO.fa. 626 (tr) TOttW 2*7-87 

30. TO.TO,fa. 792(w) TOtPST 17-9-37 

MINISTRY OF HEALTH AND FAMILY WELFARE 
(Dap.irtmsnt of Hialth) 

Niw Dillii, thj 6 h Jihio, 1938 
NOTIFICATION 

O.S.R. 681 (E):_-Whireas a draft of certain rules further 
to am?nd lh" Drugs and Co,mRic3 Rules, 1945 was published 
as required by sections 1?. and 33 of thj Drugs and Cosraeucs 
Act, 1940 (23 of 1940), under the notification of the Govern 
mutt of India, in the Mi dOTy of Health and Family v/elfare 
(Department of Health) G.S.R. No. 849 (E), dated ■ t -fjj 
October, 1987 in the GOT’N nf [ndia. Extraordinary, Vxf II 
Section 3, Sub-Section ( i), dated <he 12(h Octob’r. 1937 
inviting objections and sugge-u ms f o m all persons li t o 
be affected thereby before the oxnin of a period of sixty days 
fom (he date on whch die copies of the Official (.raNte 
containing the said no"iilc ition were made available 'o the 
public; 

And whereas ihe said Gazs t- wu made available td the 
public on the 33th Ootober, J987, 

And whereas no objec’i >n or s iggestion !i is been received 
from public on the said drap rules; 

Now, therefore, in exercise of lh; powers conferred by 
sections 12 and 33 of the Drugs and Cosmetics Act, J940 
(23 of 1940) th“ Central Government, after consultation with 
the Drugs Technical Advisory B‘<a'd, hereby makes the 
following rules further to amend the Drugs and cosmetics 
Rules, 1945, namely : — 

1. (1) These rules mty be called th; Drugs and Cosmetics 
(Fifth Amendment) Rules, 1988. 

(2) They shall come into foice onihc dale of their publica¬ 
tion in the Official Gazette. 
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?,, In the Drugs and Cosmetics Rules, 1943, 

(a) in rule 2, In clause (f), after the words "means a sale”, 
ihe following shill be added, namely:— 

“(Whether to a hospital, or a dispensary, or a medical, 
educational oi research institute or to any other person.)”., 

(b) Jn rule 64, for the word “granted” wherever it occurs, 
the words “granted or renewed" shall bo substituted, 

(o) Tn rule 123, In sub-rule (1), in clause (2) after the word 
“Caramel”, the word “Riboflavino”, shall be inserted, 

(d) Tn rule 142, the following proviso shall be inserted nt 
the end, namely:— 

“Provided that clauses (b—1) and (c) shall not apply 
to the m muf.cture of so in and the procedure for testing 
of raw materials and the records to be maintained by a 
manufacturer of soup shall be such ns are approved by the 
“Licensing Authority”., 

(e) in rule 148, in clause (4), the following shall bo inserted 
at the end, namely: - 

“Provided furth-r that in the case of soaps, instead ol 
the batch numbei, the mouth and year of manufacture of 
soap shall be given on the label”., 

(f) in ‘Schedule A’:-. 

(i) in Form 20-B, after paragraph 2, the following 
shall be inserted, namely: — 

“3. The sale shall be made under the personal 
supervision of a competent person. 

(Name of the competent person),”, 

(ii) In Form 21-B, after paragraph 2, the following 
shall be inserted, namely:— 

“2-A The sale shall be made undcT the personal 
supervision of a competent person. (Name i of the 
competent persons'!”., 

(iii) in Form 39, in item (5), for existing sub-item (c), 
the following shall be substituted, namely:— 

“(e) Bitch size as represented by sample,* 

[No.x-11013/S/85-DMS & PFA] 
8. V. SUBRAMANIYAN, Jt. Secy. 


Nole : The Drugs and Cosmetics Rules, 1945 as amended 
upto 1-5-79, is contained in the publication of the 
Ministry of Health and Family Welfare (Department 
of Health) containing the Drugs and Cosmetics Acts 
and the Rules (PDQI-IS-61). Subsequently, the said 
rules have been amended by the following notifica¬ 
tions published in Part II, Section 3 (i) of the 
Gazette of India, namely: — 


1. 

GSR 

1241 

d.ded 

6-10-79 

2 

GSR 

1242 

dated 

6-10-79 

3. 

GSR 

1243 

dated 

6-10-79 

4. 

OSR 

1281 

dated 

12-10-79 

5. 

GSR 

430 

dated 

19-4-80 

6. 

GSR 

779 

dated 

26-7-80 

7. 

GRS 

540(F.) 

d.ded 

22-9-80 

8. 

OSR 

080(E) 

dated 

5-12-80 

9. 

GSR 

581(E) 

dated 

5-12-80 

10. 

GSR 

681(E) 

dut ed 

5-12-80 

11. 

GSR 

27(E) 

dated 

17-1-81 

12. 

GSR 

478(E) 

dated 

6-8-81 

13. 

GSR 

62(E) 

dated 

15-2-82 

14. 

GSR 

462(E) 

dated 

22-6-82 

15, 

GSR 

510(E) 

dated 

26-7-82 

16. 

GSR 

13(E) 

dated 

7-1-83 

17. 

GSR 

318(E) 

dated 

1-5-84 

18. 

GSR 

331(E) 

dated 

8-5-84 

19. 

GSR 

460(E) 

dated 

20-6-84 

20. 

GSR 

487(E) 

dated 

2-7-84 

2t. 

GSR 

89(E) 

dated 

16-2-85 

22, 

OSR 

788(B) 

dated 

10-10-85 

23. 

GSR 

! 7(E) 

dated 

7-1-86 

24. 

GSR 

1049(E) 

dated 

29-8-96 

25. 

GSR 

1060(E) 

dated 

5-9-86 

26. 

GSR 

1115(E) 

datod 

30-9-86 

27. 

GSR 

71(E) 

dated 

30-1-87 

28. 

GSR 

570(E) 

dated 

12-6-87 

29 

GSR 

626(E) 

dated 

2-7-87 

30. 

GSR 

792(E) 

d ited 

17-9-87 
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